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S 'I'he present study Was completed by Haske]l Laboratory on MR_ID 439454—01

- pnmary dennal 1rnta110n w1th modem techmques under GLP Thrs mdlcated a mofe severe

* finding and will alter the label:” The original study was performed in 1984 and classrﬁed as'IV o

»‘i

On August 1 1996 James W Denny of du Pont sent a letter to Ms Vicki Walters of PM

o e eam 25 requestmg a meeting with several OPP personnel to discuss a re-evaluation of the study

- RFCOMMENDATION RSB/PRS ﬁndmgs are as follows

- review which was sent on to PRS. Dr. Tina Levine and Dr. Carol Glasgow discussed the review

and du Pont's comments and decided the study Teview could be reduced toII, but not to the m ‘

that was ongmally requested by du Pont

» _ Tlus study is Acceptable However although the 1etter sent w1th the study labeled thrs -
“as ITL, it will be labeled as I A rating of 11 is defined as "Severe irfitation at 72 hours (severe =

. erythema or edema) " The decision by PRS on labeling is not an average of all the rabbits in the S

. study at any one pomt, but the most'severe result at that pomt EPA has estabhshed 72 hours as - oo
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the time for review and to make prehmmary Judgements At 72 hours in tlns study, 2 rabblts had, '
grade 4 erythema, and 1 rabbit, grade 3. Also, at the same time, 2 rabbits exhibited . .
desquamation, 2 had eschar and 2 rabbits were sloughing skin. - However, the results were
reversible with complete clearing by day 13 and no pemlanent scarrmg, although sloughmg and-

- sca]mg were appaxent through day 10.

'I'OXICITY PROFILES

anary dermal lmtatton I'Ii ’ o Acceptable

: 'LABELING 'Ihe 51gnal Word for this- product is« armng” as the primary delmal irritation
- studyis category 1L Language reqmred for the label based on this study can be found in the LRS

and below

SIGNAL WORD? WARNING o

. PRECAUI'IONARY STATEMENTS

Causes skm untatlon Do not get on skm ot on clothmg Wash thoroughly W1th soap and

,.Water after handhng Remove contammated clothmg and Wash clothmg before reuse T

-~

'- STATEMENTOFPRACTICALTREA’IMENT(SOPT) __-;_,f £

IF SWALLOWED Ca]l a phy5101an or P01son ContIol Center Do not induce’ vommng

" Drink promptly a large quantity of milk, egg whites, gelatm soluuon, or 1f these are not

avaﬂable dnnk laxge quantlhes of water. Avo1d alcohol

A

IF ON SKIN Wash Wlth plenty of soap and Water Get medlcal attenuon / R

Probable mucosal damage may contramdmate the use of gastnc lavage
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DATA EVALUATION R’EV_IEW FOR PRIMARY DERMAL IRRITATION (§81-5)

* Product Manégér: 25 Reviewer:  Carol Glasgow, Ph.D.

MRID No.: . 439454-01 L - Report Date: February 6, 1996
Testing Laboratory: Haskell Laboratory . : B : :
- ReportNo.. 396 ) ' D - s
- Author(s): Carol Finlay ' - : f Do
- Species: . HM:NZW)BR New Zealand White rabbit
. .- Weight: males, 2,190.- 2,448 g '
Age: ‘young adult -
Sex: . 6males - -
3 ~ Source: - Hare Marland, Hewitt, New Jersey B -
Test Material. Escort® Herbicide; beige solid -- no batch or lot number given

o Quality’Assurz.mc_e (40 (;FR'§160;12): . Included, a'cceptabl‘g‘ |
, Summary o “ |
R 1-. | ' 'I“oxicity Cétegory:‘. | I ’ .‘
2 .C'lzi-ssiﬁmﬁt;_;;: | :'Acceptablg | R V | ; . _»~" A

~Procedure (Deviation from §81-5): Rabbits quarantined ~2 weeks and weighed before testing. - _
* Animals shaved from scapular to lumbar region of back on day before dosing and placedin ~ .. | -
. -stocks with rubber sheeting (~ 8 x 18"). Test material (0.5 g) mixed with 0.2 ml deionized water. -
- to form a thick paste spread everily on 6 square cm. of skin, and covered witha 1" 4-ply gauze . * * .
~square secured with non-irritating tape. -Animals then placed in stocks and rubber sheeting *+ - ' -
- wrapped,around for 4 hours without food or water. At this point, wrappings removed and test-:
- site cleaned off by washing with Ivory® soap and warm water and gently patted dry. -~ - R

g ~Observations made for dermal irtitation at ~ 1, 24, 48, and 72 hours, and on subsequent days till
end of study, day 13. Draize scale used for scoring dermal effects. . - - . T

;-

“Résults: Testmatenal produced mild to severe erythema and slight to moderate edema after

S ‘wrappings removed. ‘One of the rabbits had a very slight response; with the first four readings

grade 1 erythema and no edema. All the others had both erythema up to grade 4 and edema up to

“grade 3. All erythema and edema had resolved in treated animals 10 days after application, but . - .
other dermal responses in one rabbit (sloughing and epidermal scaling) were still seen on day 10.° .
Other signs noted in 5/6 anitnals were eschar and desquamation. One rabbit demonstrated a

lowered weight gain over the period of observation, - ' : .



